This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21! 

See attached form for 
additional information. 

Interagency Report Control No.: 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 55-R-0002 

CUSTOMER NUMBER: S0'| 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Research Triangle Institute 

P.O.Box 12194 3040 Cornwallis Rd. 
Research Triangle Pa, NC 27709 



Telephone: (919) -541-7288 


1 3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not y€ 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 
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7. Hamsters 
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8. Rabbits 

0 

3 S3 
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9. Non-human Primates 

0 

0 

o 

0 

o 

10. Sheep 

0 

0 
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11. Pigs 
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12. Other Farm Animals 
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13. Other Animals 
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o 
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I ASSURANCE STATEMENTS | 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rest 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary in( 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
{ Chief Executive Officer or Legally Responsible Institutional Official ) 


(B)(6) (B)(7)(c) 


DATE SIGNED 

u/z^)/q 7 


APHIS FORM 7023 (Replaces VS FORM 1 8-23 (OCT 88), which is obsolete.) 

(AUG 91 ) 











APHIS Form 7023 Site List 


Registration Number: 55-R-0002 
Customer Number: 861 

Facility: RESEARCH TRIANGLE INSTITUTE 

3040 Cornwallis Road 
P.O. Box 12194 

Research Triangle Park, NC 27709 
(919) 541-7288 


APHIS Form 7023 Category E Explanation 

Number of Category E Animals: 54 
Species: Rabbits 

Procedures: The Category E rabbits were used on developmental toxicity studies for 
chemicals regulated by the Food and Drug Administration and the Environmental 
Protection Agency. The design of these studies may on occasion cause some pain or 
distress to the animals for which the use of appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely affected the procedures, results, and 
interpretation of the research results. In order for a developmental toxicity study to be 
acceptable, some toxicity must be demonstrated at the top dose. 

Justiflcation: Two studies involved a drug with a potential to treat migraine headaches, 
nerve-muscle spasms, lower back pain, and central nervous system disorders, including 
Tourette’s Syndrome. The FDA requires that the drugs be tested in a non-rodent species 
such as the rabbit. The studies were intended to determine the potential of the drugs to 
cause maternal or developmental toxicity in order to establish target doses for 
subsequent definitive toxicity studies. 

One study involved a chemical used on citrus trees to loosen mature fhiit for harvesting 
using mechanical means. The chemical must be registered with the EPA who requires 
that toxicity studies be performed to assure that high chemical doses do not pose undue 
risk to the parental generation or developing offspring. The chemical used in this study 
has not been previously tested for developmental toxicity, and only live animals can be 
used to determine the effect of in utero exposure. 

Federal Regulations: The developmental toxicity studies followed guidance mandated 
by the following: 

Food and Drug Administration at 21 CFR Part 312 

Food and Drug Administration and International Conference on Harmonisation 
Guidelines for Segment II Toxicity Studies 

Environmental Protection Agency Guideline OPPTS 870.3700 for Prenatal 
Developmental Toxicity 



